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IN THE COURT OF COMMON PLEAS 
CUYAHOGA COUNTY, OHIO 


OHIO DEPARTMENT OF HEALTH, 

246 N. High Street 
Columbus, Ohio 43215, 

Case No. 

Plaintiff, 

Judge 

V* 


ADVANCED MEDICAL SYSTEMS, 
INC., 

101 Parker Drive 
Andover, Ohio 44003, 


and 


SEYMOUR STEIN, Ph.D., 

101 Parker Drive 
Andover, Ohio 44003, 


Defendants. 



COMPLAINT FOR PRELIMINARY AND PERMANENT INJUNCTION 

Introduction 

The safe handling of radioactive material is critical for the health and safety of 
Ohioans. For many years, Defendant Advanced Medical Systems, Inc. (AMS) was 
licensed to manufacture Cobalt-60 medical radiation devices at its Cleveland facility 
(Facility). The Facility is located adjacent to a residential neighborhood with people’s 
homes directly across the street from the Facility. After being denied a renewed license 
for production, receiving numerous orders from the Director of the Ohio Department of 
Health (ODH), and appealing those orders, AMS ultimately received a decommissioning 
license to decontaminate the Facility. AMS has failed to fully comply with its approved 
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decommissioning plan. As a result, levels of a radioactive isotope, Cobalt-60, continue to 
be substantially higher inside the building than is permitted for public access and 
unrestricted release. 

In June and July 2016, the Facility suffered two significant acts of vandalism, 
making radioactive contaminated areas accessible to the public. In addition, the Facility 
lost electricity causing the building’s sump pump to stop working, which could lead to 
the greater spread of radioactive contamination if flooding occurred. AMS failed to 
comply with ODH’s Emergency Adjudication Orders to remedy the concerns so ODH, in 
conjunction with the United States Environmental Protection Agency (U.S. EPA) stepped 
in to protect the public. 

Additionally, in the wake of vandalism and theft, the Radiation Safety Officer 
(RSO) for AMS quit his job. The RSO is the employee in charge of radiation safety and 
responsible for conducting weekly tests of sump water. AMS has notified ODH that the 
RSO will not be replaced. ODH has taken over weekly testing of the water in the sump. 

A recent radiological survey of the Facility by the U.S. EPA shows that there are 
several areas within the building where the radiation level is very high. The maximum 
radiation dose rate level for public access is 2 millirem per hour (mR/hr). A location is 
deemed to be a “high radiation area” at 100 mR/hr. While there were some areas that 
have acceptable radiation levels within the building, there are other areas that registered 
as much as 500 and 900 mR/hr. Additionally, water samples taken from the basement of 
the Facility indicate very high levels of loose, removable Cobalt-60 contamination. 

ODH seeks injunctive relief requiring AMS to comply with Ohio law, the 
Emergency Adjudication Order dated June 30, 2016, and the Modified Emergency 
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Adjudication Order dated July 8, 2016 in order to assure that the public is protected from 
the radioactive waste present on AMS’s property. 

Parties 

1 . Plaintiff, the Ohio Department of Health (ODH), is an agency of the State of Ohio 
that administers the State’s public health policy, promotion, protection, licensing, and 
enforcement. 

2. The State of Ohio became an Agreement State with the United States Nuclear 
Regulatory Commission (U.S. NRC) in 1999. ODH is the designated agency authorized 
to regulate certain uses of radioactive materials. 

3. The Bureau of Environmental Health and Radiation Protection is the division at 
ODH that regulates the possession, use, handling, storage and disposal of radioactive 
material in Ohio. 

4. Defendant, Advanced Medical Systems, Inc. (AMS), is an Ohio corporation with 
its principal place of business in Andover, Ohio. AMS is the owner and operator of a 
facility that previously manufactured radiation sources for medical and radiographic 
equipment. The AMS facility at issue in this case (Facility) is located at 1020 London 
Road, Cleveland, Ohio 44110. 

5. Defendant, Seymour Stein, Ph.D., is the owner of Defendant AMS. At all times 
relevant to this Complaint, Dr. Stein was directing the actions of AMS. 

Factual Background 

Regulation of Radioactive Material 
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6. Excessive human exposure to radiation increases the risk of cancer and related 
health issues. 

7. ODH regulates licensed handlers and producers of radioactive material. R.C. 
3748.05. Among other licenses, ODH issues decommissioning licenses to facilities that 
do not qualify for active radioactive material licenses. O.A.C. 3701 :l-38-02. 

8. Radiation dose rate is a measure of how quickly radiation is absorbed into the 
human body. Dose rate is frequently expressed in units of rem per hour (R/hr). One (1) 
millirem (mR) is equal to one-thousandth of a rem. 

9. The background environmental dose rate in Ohio from natural sources of 
radiation averages .004-010 mR/hr. 

10. Licensees are required to limit exposure to any individual member of the public to 
a radiation dose rate of no more than 2 mR/hr. O.A.C. 3701:1-38-13. 

11. A “high radiation area” exists where the dose rate exceeds 100 mR/hr at a 
distance of thirty centimeters from the radiation source. O.A.C. 3701:l-38-01(A)(79). 

12. Radiation in water is measured in units of curies per liter (Ci/L). One (1) 
picocurie (pCi) is equal to one-trillionth of a curie. 

13. O.A.C. 3701:1-38-12 Appendix C, Table II limits the release of Cobalt-60 to the 
environment through water to 3,000 pCi/L. 

14. Applicants for a decommissioning license must submit a decommissioning plan to 
ODH for approval and comply with its terms. R.C. 3748.04(1); O.A.C. 3701:1-40-18. 

A MS's Licensing and Radiation Measurement History 

15. AMS was licensed to manufacture sealed source Cobalt-60 medical radiation 
devices by the U.S. NRC effective November 2, 1979. 
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16. In September 1998, the U.S. NRC proposed to deny AMS’s license renewal 
application due to inadequate financial assurance for decommissioning as required by 10 
C.F.R. § 30.35. 

17. In August 1999, Ohio became an Agreement State with the U.S. NRC and 
assumed regulatory authority over AMS. 

18. In 2000, ODH issued a proposal to deny AMS’s application for license renewal 
for failure to propose an adequate decommissioning plan. AMS timely appealed the 
proposal and received an administrative hearing under R.C. Chapter 1 1 9. 

19. In 2001, ODH issued an Order (2001 Order) denying the renewal of AMS’s 
license application. AMS appealed the 2001 Order all the way to the Ohio Supreme 
Court. In 2003, the Ohio Supreme Court denied the appeal thereby affirming the 2001 
Order. 

20. AMS currently holds a decommissioning license that was first issued by ODH in 
2005 and renewed in 201 6. 

21. The Facility is currently contaminated with the radioactive isotope Cobalt-60 in 
excess of Ohio Revised Code and Administrative Code safety limits. 

22. In 2004, AMS submitted a three-phase decommissioning plan for the Facility in 
accordance with O.A.C. 3701:1-40-18 and 3701:1-38-22 that would restore the Facility 
for unrestricted release to protect public health and safety. ODH approved the 
decommissioning plan on May 23, 2005. 

23. AMS failed to meet the approved timelines for Phase I completion of the 
decommissioning plan. ODH issued an Order dated November 13, 2005 (2005 Order) 
due to AMS’s “present unwillingness to complete all Phase I decommissioning activities 
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in a timely manner.” Additionally, ODH issued two administrative penalty Orders in July 
and August 2005 (2005 Administrative Penalty Orders). 

24. In May 2006, the parties reached a settlement. Phase I was declared complete and 
all remaining activities were incorporated into the Phase II work plan. Effective May 5, 
2006, ODH withdrew the 2005 Order and the 2005 Administrative Penalty Orders. 

25. AMS failed to meet the timelines agreed upon for Phase II completion. Upon 
AMS’s request, ODH granted a two-year extension for completion of specified activities 
within Phase II to June 1, 2010, which AMS completed timely. 

26. The remainder of Phase II activities and all Phase III activities remain 
uncompleted. 

27. In December 2010, AMS requested delayed remediation through June 2013 and 
indicated that it was unable to determine a financial path forward after June 2013. 

28. Effective June 3, 2011, ODH issued an Order (201 1 Order) to AMS for failure to 
complete site decommissioning actions in a timely manner. The 2011 Order required 
AMS to submit to ODH a detailed work implementation plan that would lead to 
unrestricted release of the Facility. 

29. AMS appealed the 2011 Order in accordance with R.C. Chapter 119 and an 
administrative hearing date was scheduled. 

30. In October 2011, ODH and AMS agreed to stay the hearing to achieve an 
acceptable plan of action to decommission the Facility. The parties agreed that AMS 
would submit a site characterization plan for ODH review and approval, conduct the site 
characterization, and then create a work plan for remediation based on the site 
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characterization data. Site characterization is conducted to determine the nature and 


extent of the contaminants present at a site. 

3 1 . AMS submitted a site characterization plan to ODH, which was reviewed and 
approved in September 2012. 

32. AMS has not completed substantial portions of the decommissioning plan. AMS 
was required to perform site characterization, remediation, and final survey of all areas 
external to the building, including exterior walls, parking lots, soils, utilities, and 
groundwater. AMS has not completed any of these activities. 

33. Instead of performing the previously approved decommissioning plan, AMS 
asked ODH to allow it to entomb the facility rather than preparing it for unrestricted 
release. ODH denied these requests for public health and safety reasons. 

34. The United States Environmental Protection Agency (U.S. EPA) conducted a 
limited radiological survey of the Facility on July 22, 2016. 

35. The July 22, 2016 U.S. EPA survey showed that some areas of the building had 
acceptable radiation levels, but other areas had extremely high radiation levels. The 
survey showed the following current levels of Cobalt-60 radiation (2 mR/hr is generally 
the maximum allowed per O.A.C. 3701:1-38-13 and 100 mR/hr is deemed to be a “high 
radiation area” per O.A.C. 3701:l-38-01(A)(79)): 

a. Surface radiation in the east basement ranges from 0.01 5 mR/hr to 0.3 mR/hr; 
and 5.3 mR/hr at a hole in the wall; 1 

b. Surface radiation in the west basement ranges from 1.5 mR/hr to 8.5 mR/hr; 
and 900 mR/hr at a hole in the wall; 

1 The report from the U.S. EPA stated its findings in microrems per hour. One (1) microrem (pR) is equal 
to one-millionth of a rem, and one-thousandth of a millirem (mR). Because O.A.C. limits are stated in 
millirems, all amounts in this Complaint have been converted to millirems. 
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c. Surface radiation in the waste holdup tank (WHUT) room range from 0.5 
mR/hr to 200 mR/hr; and 500 mR/hr at a hole in the wall. 

36. The U.S. EPA collected samples of standing water from the Facility’s east 
basement on June 28, 2016 and issued an Analytical Report to ODH on July 12, 2016. 
The Cobalt-60 radiation levels in the standing water in the Facility’s west basement at 
two points were 383,000 pCi/L and 467,000 pCi/L. In contrast, the limit for release of 
Cobalt-60 to the environment in water as effluent is 3,000 pCi/L. See OAC 3701 : 1 -38- 1 2 
Appendix C, Table II. 

Vandalism ql the AMS Facility 

37. There are currently no decommissioning efforts occurring at the Facility. 

38. The Facility basement is a “restricted area” due to the high levels of radiation, and 
AMS is required to “control entry into any restricted area.” O.A.C. 3701 : 1-40-1 8(B)(2). 

39. AMS’s former Radiation Security Officer (RSO), Steven Turner, informed the 
U.S. EPA on June 14, 2016 that the Facility was vandalized sometime between June 7th 
and June 14 th when thieves broke in and stole copper wiring from the Facility. The U.S. 
EPA notified ODH of the vandalism. 

40. AMS and Dr. Stein failed to properly secure the Facility because they did not 
maintain constant surveillance or use security devices to prevent unauthorized access as 
required by O.A.C. 3701:1-38-17. AMS and Dr. Stein cannot even pinpoint the date that 
the Facility was vandalized. 

41. Inoperable pumping equipment creates the risk that water will flood the Facility. 
When water overflowing from the sump comes into contact with the contamination in the 
basement, it will also become contaminated. If the contaminated water is pumped out of 
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the Facility when operability is restored or the contaminated water seeps back into the 
ground, it will spread radioactive contamination. 

42. ODH inspected the Facility in response to the June report of vandalism. ODH 
observed that there was no electricity to the Facility, no security monitoring, physical 
security measures had been breached, and the drainage/sump system pump was 
inoperable. 

43. The Director issued an Emergency Adjudication Order on June 15, 2016 to AMS. 

44. AMS refused to comply with the terms of the June 1 5th Order. 

45. ODH requested the assistance of the U.S. EPA to correct some of the 
repercussions of the June vandalism incident. AMS provided ODH and U.S. EPA access 
to the site to take the immediate action necessary to address the June incident. 

46. ODH and U.S. EPA worked to physically secure the building, return electrical 
power to portions of the building, and restore operation to the sump. 

47. Between June 15, 2016 and June 30, 2016, ODH was notified that AMS’ 
Radiation Safety Officer (RSO), Steven Turner resigned. AMS has not hired a 
replacement for Mr. Turner. AMS is required to employ a RSO. See O.A.C. 3701:1-40- 
23(C)(2). 

48. One of the RSO’s responsibilities at AMS is to test the water in the sump on a 
weekly basis before discharge to ensure that radiation levels in the water comply with 
acceptable environmental discharge levels. 

49. ODH determined that AMS was no longer testing the water in the sump on a 
weekly basis before discharge, that there was no security monitoring for the Facility and 
that the piping for the drainage/sump system was bare of insulation. The poorly insulated 
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pipes could allow water to freeze in the pipes during winter, causing additional 
opportunity for contamination. ODH issued a second Emergency Adjudication Order on 
June 30, 2016 requiring correction of these failures by July 5, 2016. 

50. AMS notified ODH by email that it would not comply with the June 30th Order. 

51. On July 7, 2016, the U.S. EPA notified ODH that the Facility was vandalized a 
second time. Physical security was breached and additional copper wiring was stolen, 
causing the Facility to lose power due and another failure of the pumping equipment. 

52. ODH issued a Modified Emergency Adjudication Order on July 8, 2016, adding 
to the June 30th Order additional requirements to correct the problems related to the July 
7th instance of vandalism. 

53. AMS notified ODH by email that it would not comply with the July 8th Modified 
Order. 

Failure to Employ a Radiation Security Officer in Violation of O.A.C. 3701:1-23 

54. ODH incorporates by reference paragraphs 1-53 of this Complaint. 

55. AMS is required to employ a Radiation Security Officer (RSO) to oversee safety 
and test sump water in the Facility. O.A.C. 3701:1-23. 

56. AMS’s former RSO, Steven Turner, resigned his position at the Facility after the 
first act of vandalism in June 201 6. 

57. AMS has not hired a replacement for Steven Turner and does not currently 
employ a RSO to oversee safety at the Facility. 

58. AMS’s failure to employ a RSO at the Facility is a violation of its duties under 
O.A.C. 3701:1-23. 
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59. The Director’s June 30, 2016 Order and July 8, 2016 Modified Order demand that 
AMS replace the RSO. AMS has not complied with these Orders and its failure to 
comply allows the Facility to continue posing a serious risk of harm to the public. 

Failure to Comply with Emergency Adjudication Orders in Violation 
of O.A.C. 3701:1-38-06(6) 

60. ODH incorporates by reference paragraphs 1-59 of this Complaint. 

61. ODH is authorized to issue emergency adjudication orders if the Director 
determines that “an emergency exists requiring immediate action to protect the public 
health or safety,” including specification of necessary action to “meet the emergency.” 
O.A.C. 3701: 1-3 8-06(B). 

62. As holder of a decommissioning license, AMS is obligated to comply with 
ODH’s emergency adjudication orders. O.A.C. 3701:1 -3 8-06(B). 

63. Vandals have entered the Facility on two separate occasions. The first time, they 
entered through a second story window. The second time, vandals entered through a 
window in a rolling loading dock door. 

64. Unauthorized access to buildings containing radioactive material is a public health 
risk. The vandals may have been exposed to high levels of radiation and an increased 
risk of cancer, and if so, have spread radioactive material throughout their communities. 

65. ODH determined that the instances of vandalism at the Facility were an 
emergency requiring immediate action because the damage caused to the Facility 
increased the risk of public exposure to dangerous levels of radiation. Accordingly, ODH 
issued the June 15, 2016, the June 30, 2016 and the July 8, 2016 Orders requiring AMS 
to correct the conditions leading to the emergency. 

66. AMS has failed to comply with all of ODH’s emergency orders. 
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COUNT I: PRELIMINARY and PERMANENT INJUNCTION 


67. ODH incorporates paragraphs 1-67 as if fully rewritten herein. 

68. The AMS facility is contaminated by dangerous radiation and increases the risk of 
cancer to any person who enters the Facility’s unprotected and unsecured areas. These 
conditions constitute irreparable harm to the public. 

69. R.C. 3748.18(B) authorized the Director to bring an action for injunctive relief in 
the appropriate court of common pleas for violations of R.C. Chapter 3748 and the rules 
adopted thereunder. 

70. It is substantially likely that ODH will prevail on the merits. 

WHEREFORE, Plaintiff requests the Court to: 

a. Issue a Preliminary and Permanent Injunction compelling the Defendants 
Advanced Medical Systems, Inc. and Dr. Seymour Stein, and their agents, 
employees, representatives, successors, assigns, and all persons acting in concert 
or participation with them, in these or any other names, through any corporate or 
other device, to completely perform the June 15, 2016, the June 30, 2016 and the 
July 8, 2016 Orders of the director of ODH; 

b. Issue an Order compelling AMS to reimburse ODH for costs incurred to perform 
actions required of AMS under the June 15, 2016, the June 30, 2016 and the July 
8, 2016 Orders of the Director of ODH; 

c. Issue an Order granting the Director any other and further relief pursuant to R.C. 
Chapter 3748, in law or equity, as the Court deems appropriate. 
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Respectfully submitted, 


MICHAEL DEWINE 



Assistant Attorney General 
Henry G. Appel (0068479) 
Principal Assistant Attorney General 
30 East Broad Street, 26 th FI. 
Columbus, OH 43215 
T: (614) 466-8600 
F: (866)-441-4738 

Counsel for the Ohio Department of 
Health 
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CERTIFICATE OF SERVICE 


I hereby certify that a true and accurate copy of the foregoing Complaint was sent 
by regular U.S. mail on this 30 th day of August, 2016 to the following: 


Christopher Jones 
Calfee, Halter & Griswold LLP 
1100 Fifth Third Center 
21 East State Street 
Columbus, Ohio 43215-4243 
Counsel for Defendant 
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